Approved by rpa g 12/02793

Individual Safety Report Micrepon s gaaries
item continued
«3188187-4-00-01+¢
Page_ 1 of g FOA Use Onty

) P 3 < J d q NE Yo - r
.Patient identifier ge at time 3. Sex 4. Wetght [1. Name {give lapeied strength & mirabeter, 1f known)

of event: 85 YRs UNKIbs | ¥ 1 2006 rasLETS

or D Female or

in confidence Date of Birth: R Mae kgs #2 coumapin Cont, ‘

B. Adverse eve Or Drod nroble 2. Dose, frequency & route used -Therapy dates (T unknown, give Guraton]

# 1 100.00 MG TOTALDAILY ORAL "°"V‘°9(°,9'8°°3' estimales)

#1 08/25/98 - 10/1

1.0 Adverse event anqsq, [J Product problem (e g delects/malfuncuons)

<. Qutcomes atiributed 10 adverse svent
(Check all that apply)

# 2 UNKNOWN

#2 UNKNOWN - 10/20/98

O disabuiity 4. Diagnosis Tor use (indicanons) : Event abated after use
0 dean [J Sewenital anomaty # 1 DEPRESSION stopped or dose reduced
’ (maraayryt) required iervention 1o prevent -
a Me—weaten}mg _ 13 permanent imparmenvdamage # 2 ATRIAL FiBRILLATION 1®yes Qo d‘c;s’;n
talization - inii. other: -
. g l:o:p'ltallzanon initial or prolonged 40031. — 6. Lot # (it known) 7. Exp. date (¢ known) 2 3 yes o g ;p;;;‘
; X #1 unknown #1 UNKNOWN no
:::;:w 10/~/98 this report  02/10/99 X ye?r rdeap ared after
(mardaysyry P NKN reintroduction
5. Describe evént or problem 2 unknown 42 Unknown ] "
THIS IS A FOLLOW-UP REPORT BASED ON INPORMATION RECEIvED|9- NOC # - 107 product probierms oaly (fxnown) 181 (7 yes g0 @ apoty
BY PFIZER ON 26JAN9S. THE INITIAL REPORT WAS SUBMITTED A
ON 16NOVIS.

doesn't
2 yes Ono (g 2F0ly
10.Concomitant medical Products and therapy dates (axciude reatmertt of event)

UNKROWN - 20/20798
UMKNOWY --10/20/98

A PHYSICIAN (SON-IN-LAW OF THE PATIENT) REPORTS THAT AN
$6-YEAR-OLD MALZ PATIENT, WHO WAS PRESCRIBED ZoLorT
(SERTRALINE) FOR DEPRESSIO| + POSSIBLY SOMG/DAY, HAD AN
ACCIDENTAL FALL IN HIS HOUSE. CONCOMITANT THERAPY
INCLUDES COUMADIN (WARFARIN S0DIUM). THE PATIENT’S
DAUGHTER NOTICED THAT THE PATIENT WAS *SPACEY® AND THAT
“™] BRE EAD SLURRED SPEECH. THE PATIENT WAS

LASIX
K-pUR

G. All manufacturers

- Contact office - name/address (& miring si for cevices)
PFIZER REGULATORY SAFETY Dgg

PFIZER PHARMACEUTICALS

2. Phone number
212-573-3129

PATIENT’S COUMADIN
OF ZOLOFT; HOWEVER, HE ATTRIBUTED THE BLEEDING TO

*ZOLOFT INDUCED COUMADIN LEVEL.,~ ﬁz’aschggézﬂeroEt% 3. Rapon source
IN FOLLOW-UP, THE PATIENT'S PSYCHOLOGIST PROVIDED us.A FEB 16 1999 (check all tnat apply)
ADDITIONAL INPORMATION. [ foreign

THIS CURRENTLY 66 YEAR OLD RETIRKD DENTIST, CHRONICALLY 3 stuay
ANTICOAGULATID ON COUMADIN FOR ATRIAL FIBRILLATION BEGAN ADYERSE EVENT REPONTING SYSTEM

ZOLOFT 25 MG/DAY FOR DIPRESSION ON 25AUGYS. TEE pOSE [J Merature

WAS GRADUALLY INCREASED TO 75 MG/DAY THEN TO 100 MG/DAY

ON 130CT98. HIS MEDICAL HISTORY INCLUDES USAGE 4. Date received by manufacturer]5: 0 consumer

tth ionat
. (mdmwio‘m ?::?))A : NOA 19439 g :::, 'a::::ss‘w
6. Relevant testaflaboratory data, iciuding dares 6. I IND. protocol ¥ PLae (0 representanve
OCTIS: XIF X-RAY - NEGATIVE FOR FIACTURR NA pre-1938  [Jyes 0 dstnbutor
300CTI8: 7A AND LATZRAL OF TEE CEEST - QUESTIONABLE TRA~x or vwoos /. Type of report fglgguct O yes 0 omer

CONGXSTION, SMALL PLEURAL IFYUSION AND LEFT LOWKR LOSEK CONSOLIDATION
WEICK MAY REPRESENT ATELECTASIS OR INFPILTRATE.

{check all that apply)

8. Adverse event term(s)

0 s-aay @ 15-cay DIZIINESS
200CTI8: CT OF TNE ABDONKN AND PRLVIS - LEFT PSOAS EENMATOMA OF MODERATE O 10-0ay (3 penogic ANGREZIA
818, WEICH CONTAINED ARFA OF LIQUEFACTION. TEERZ I8 STMWANDING WITX CORSTIPATION
inivial SIMOLENCE
+| 0 i & totiow-up s 1 IVE EEART AILORR
7. Other retevant history including preexistina medical conditions WALAISE
! . ) 9. W7, Tepori number razw
{e.9., allergies, race. pregnancy. smoking & aicohol use, hepatic/renal dysfunction.etc ) TEMORREAGE

SOCIAL MISTORY: . 9837159
© LIVES WITS NIS WIFE. WEGATIVE FOR TORACCO OSE. RARE ALCONOL USE.
VARILY KISTORY:

- NOTEER DIEKD AT 63 OF COROMAMNY ARTEMY DISEASE.

- 80M RECENTLY DIAGMOSED WITH A SRAIN TUMOR.

E. Initial reporter
1. Name, address & phone #

EERARING AIDRS: , M.O.
= SILATERALLY UNKNOWI
-] WO KNOWS ALLKRQINS
BEYPLRTENSIOM + Tel. - UNKNOWN +
Submission of a report does not constitute an admission (2 Health professional? 3. Uccupalion 4. Inttal reporter aiso
r A that medical personnel, user facllity, distributor, mana. ® yes 0 ro PrHYSICIAN sent report to FDA
Fascimde Form 35004  CTUPSF OF product caused or contributed to the event. Clves O (8 unk
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# 3 PERCOCET

C. Suspect medication(s)
1. Name (gve tabeled strangth & mitfabeler, it known)

#4

2. Dose, frequency & route used

.Therapy datest unknown, gwe duration)

# 3 UNKNOWN 3 1o w:?;m‘o {or best esumates)
#4 #4q

4. Diagnosis Tor use (indications) Sﬁm
#3 Pan stoped or dose reduced .
YR B myes O g

6. Lot # (¥ known)
#3 unknOwn

7. Exp. date (¢ known)
#3 UNKNOWN

#e Oy g

#4 #4

vent reap, ar after
reintroductio.

doesn’t
'3!:! yes 0 o [ - apoiy

snt
uDyes D 0 [ appiy

4

DSS

FEB 16 1999
ADVEIZSEE‘/E'VTREPOIITINGSYSIEJ

[RECEIVED
FEB 121999

BY:
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230CT98: APEBRILE ‘ ‘ '
230CT98: SprUTUM SAMPLE - GRAM NEGATIVZ ROD8, E COLI 3., CIPROFLOXACIN SENSITIVE.

230CT98: RIGHT UPPER QUADRANT ULTRASOUND - GALLBLADDER FULL OF SLUDGE WITH NO BILIARY DILATATION, A NORMAL
LIVER, LEFT PSOAS HEMATOMA THAT RESEMBLED A HEMATOMA OF THE GALLBLADDER, THERE WAS NO ASCITES.

LABORATORY TESTS:
200CT98: HEMOGLOBIN 7.7

EEMATOCRIT 23.6

PT 25.9

INR ¢.6

PIT 60

PLATELETS 265 {

BUN S3 ) {

CREATININE 1.2

wBC 15.0

T6% SxGS

&% BANDS

4N LYNPHS

16% WONOS

SODIUM 141

POTASSIUM 3.4

CHLORIDE 102

BICARBONATE 31 ;
GLUCOSE 126

GUIAC NEGATIVE

N 2L 7

200CT98 VITAL SIGNS:

TEMPERATURE 36.6 DEGREES CELSIUS

T ] PULSR 76

RESPIRATIONS 18

BLOOD PRESSURE 120/54

(DURING THE PATIENT’S HOSPITAL STAY, HE REMAINED RELATIVELY NORMOTENSIVE. AT DISCHARGE BLOOD PRESSURE WAS

121/85.)
210CTIN: PT 17.7
INR 2.2
PTT 44
BON 46.7
220CT98: COAGUILOPATHY REVERSED
BN 39

INITIAL LIVER FUNCTION TESTS (LFTS):
TOTAL BILI 3.5

e o | DSS

orRRcT BILT 0.3 FEB 1 6 1999
ACUTE HEPATITIS PROFILE NEGATIVE
HD COME aarE oy IvAATIVE ADVERSE EVENT REPCITTING SYSTEM

HEPATITIS A AND C NEGATIVE

FOLLOW-UP LF¥TS:

TOTAL BILI 7.9

DIRECT BILI 3.8
ALKALINE PHOSPHATASE 173
AST 78

ALT 61

LIVER FUNCTION TESTS 260CT98:
SHOWED A DECREASED IMPROVEMENT OF BILIRUBIN LEVELS AND A MILD INCREASE IN ALKALINE PHOSPHATASE.

xxgg ;n?u.gzs AT THE TIME OF DISCHARGE: RECEI\IED
FERRITIN 2,008 FEB 121999

SERUM IRON 15
TIBC 145
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ACUTE HEPATITIS PROFILE A, B AND C NEGATIVE '
ALKALINE PHOSPHATASE 232

AST 48

CHOLESTEROL 160

TOTAL BILI 6.7

DIRZCT BILI 3.24.

B7. OTHER RELEVANT HISTORY - Continued

ATRIAL TACHYCARDIA
ESOPEAGEAL DIVERTICULA

DYSPHAGIA

CERVICAL SPONDYLOSIS \
KIDNEY STONES;:

= FIVE EPISODES IN THE PAST
CERONIC RIGET FOOT EDEMA:

= SETONDARY TO AN ATHLETIC INJURY.
BALANCE PROBLEMS

Zl. MAME AND ADDRESS OF REPORTER - Continued

MEDICAL CENTER, DEPT. OF PSYCHIATRY .
ST., 4

Tel. - NN

G8. ADVERSE EVENT TERMS - Continued

ACCIDENTAL PALL

ARRHYTHMIA

ASTHENIA

SPEECH DISORDER
HALLUCIMATIONS

WEIGHT 10S8

LIVER FUNCTION TESTS ABNORMAL
COAGULATION DYSOF.DER

ATAXIA

KYPERGLYCEMIA .

L e o DSS
OLIGURIA

amorer FEB 1 6 1999

INFECTION BACTERIAL
SERUM IRON INCREASED

VASCULAR DISORDER ADVERSE EVENT REPCITTR4 SYSTEM

RECEIVED
FEB 12 1993

BY:
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On 230ct98, these tests were followed up by a right upper quadrant ultrasound
which revealed the gallbladder to be full of sludge with no biliary dilatation, a
normal liver, left psoas hematoma that resembled a hematoma of the
gallbladder, there was no ascites. Liver function tests performed on 260c¢t98
showed a decreased improvement of bilirubin levels and a mild increase in
alkaline phosphatase. During the patient’s hospital stay, he remained relatively
normotensive. At the time of discharge, his blood pressure was 121/55. Other
laboratory values at the time of discharge revealed Hematocrit 37.2, TSH 0.4,
Ferritin 2,005, serum iron 15, TIBC 145. Acute hepatitis profile A, B and C
“negative, alkaline phosphatase 232, AST 48, cholesterol 160, total bili 6.7, direct
" bili 3.24. On 270ct98 at the time of discharge, the patient was ambulating well
with assistance, without oxygen requirement, and was sent home on the
following medications: Lasix 80 mg (one tablet/day), K-Dur 20 mEq (two
tablets/day), baby aspirin 81 mg (one tablet/day), Cipro (ciprofloxacin) 500 mg
(one tablet/twice a day for ten days) and docusate 100 mg (one tablet/twice a

day). Discharge diagnoses include prerenal azotemia, congestive heart failure s
and liver enzyme abnormalities. Neither the Zoloft nor Coumadin was restarted. r .

DSS

FEB 16 1999
ADVERSE EVNT REPOZ71.C SYSTEM

RECEIVED]
FEB 12 1999
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